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KPATKA XAPAKTEPACTHKA HA IPOAYKTA KBM JIMIIEH3 3A YIIOTPEBA
Ne 0022-2769 '

1.  HAMMEHOBAHUWE HA BETEPUHAPHOME {AITAHCKUS IMPOOYKT

FLORCRID 10% - BG,
TIepOpaneH pasTBOp 3a CBHHE U MHIIETa.

2. KAYECTBEH M KOJMYECTBEH CBHCTAB
I ml ot npomyxra CBIbPKA:

AKTHBHa cy0cTaHHs:

Florfenicol 100 mg

ExcnnumenTn: |

3a UBJIHMA CHUCEHK HA SKCIMIEHTHUTE, BIXK T. 6.1.

3. ®APMAIEBTUYHA ®OPMA

Hepopanen pasteop..
4, KIIMHIYHY TAHHA
4.1 Bunose sxuBorHH, 32 KOHTO € npeanasnayens BMII

Caune u manera.
4.2 Tepanesrnann nokazanns, OHpeNeseHH 32 OTACTHATE BHAOBE KUEOTHH

Caumne:
Jleyenne na pecrmpaTopru 3a00NIBaHFsA, IPUYHHEHH OT mamose Ha Actinobacillus

- pleuropneumoniae u Pasteurella multocida, ayecTBUTETHI KbM QrropdheHnKo.

Hnnera: v ‘

Jleuenme Ha nE(exHy, TpUUUHenH OT amose Ha E. Coli u Mycoplasma gallisepticum,
1IYBCTBUTEITHH KBM (hrropheHnKost.

4.3 IHporuponokazanns

[la He ce M3MOMI3BA IPH CBPHXUYBCTBUTEIHOCT KbM aKTHBHATA CyGCTAHIMA WITH KBM HAKO OT
CKCLIMIIACHTUTE., ‘ ‘

Ha He ce u3nonsBa npu BE3pacTHE GukoBE U HEPE3H, NPeIHA3HAYCHH 33 PA3ILTO/.

Ma He ce u3nomspa HpH ITULH, KOUTO NPOM3BEXIAT HITH Ca IPeHA3HAYCHH Ha NIPOU3BBEKAAT SAHIIA 3a
KOHCYMAIIHA OT Xopa. ) )

44 Coenuannm npeanasun MEPKH 32 BCEKH BHJI JKHBOTHH, 32 KOHTO € Npeanasnaven BMIT
Hsma.
4.5 Coennanun npeanasau MEPKH NpH yHoTpeba

Crietnanan NPEANAasSHU MEPKH 34 JKUBOTHUTE npu ynortpebara Ha OPOAYKTA
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HpI/I ClIyqaiino HOFJ'H:LHaHC, He3abaBHO Ada ce noTepcu MEAUIHUHCKH CBBET, KaTo Ha JICKapsT ce
IIpenocrasu JIACTOBKATA WiH €TUKeTa Ha IIPOYyKTA.

4.6 Hebnaronpusran Peaknun (uecTora u BAJKHOCT)

v

4.7 VYnmorpe6a mo Bpeme Ha Opemennocr, JAKTANAS WIH silenocene

3amiongemoct:

I[a HC Ce H3moisBa IIPA MBXKKH KHBOTHM 3a ‘Pasmino.

B3aumMogeiicTBne
He ca u3Bectam.
4.9 o3a v Hauwn na NPHJIOKEHne
Mpunoxenue: TICPOpaHO ¢ Boja 3a muewe,
3a cBume: nozarae 15 mg/ kg Tenecna Maca/HeBHO, B NPONB/DKEHMe HA 5 HHu, Hm TaKbB
CKBuBanent ¢ 0,15 ml Florerid 10% - BG/ kg Tenecra Maca/nHeBHoO. :
Komauectsoro Florerid 10% - BG moxe na ce H34HucIu Ha 6a3ata Ha o6mara TEJIECHA Maca Ha

rpynara >KMBOTHH 3a Tperupane (TBW) u o6moro noTpeliieHre Ha Boaa 3a xene OT rpymara
KHBOTHM 32 TpeTHpaHe 3a 24 yaca (TWC) o cniemgnara dopmyma:




15xTWB(kg)
100xTWC (L)’
3a 1000 L Boga

Florcrid(L) =

15 = noza / kg Tenecua maca.
100 =mg florfenicol/ 1 ml Florcrid 10% - BG

3a mmirera: nosara e 30 mg/kg Tenecna Maca/nHesHO, B IPOIBIDKEHUE Ha 3 THU, WiTH
TakbBeKBHBANCHT € 0.30 ml Florerid 10% - BG/kg remecHa maca/nuerro. Kommuecteoro F lorcrid 10%
- BG mosxe z1a ce m3umcnu va 6asara Ha obIuarta TejecHa Maca Ha I'pynara >KMBOTHH 32 TPETHPAHE
(TBW) u o6moro HOTpeGIIeHHE Ha BOJA 33 IIHEHE OT TpynaTa JKHBOTHH 3a TPETHpaHe 3a 24 yaca
(TWC) no crenmara popmyna: o

30xTWB(kg)

Florerid(L) =
100xTWC (L)

. 32 1000 L Boma
30 = nosa/kg Tenecna maca.
100 =mg florfenicol/l ml Florcrid 10% - BG

3a n1a ce OCUrypH IpaBHITHOTO AO3UpaHe, TeNecHaTa Maca TpsAGBa J1a Ce ONpPEeNesid BE3MOKHO Haji-
TOYHO, C LeJl H30ATBaHE Ha MPENO3UPAHETO HTH TIpUJIArafeTo Ha IO-HUCKa 103a. ITpueMsT Ha
MEAMKaMEHTO3HA BOJIA 3aBHCH OT KIIHHHYHOTO CHCTOSHHE Ha KHBOTHUTE. ,

HpuembT Ha MeKamenTO3Ha Boxa Moxke 1a Obae noBHdH oT 3a6011BaKeTO. B Cllydaif Ha
HEOCTATHHCH NPHEM Ha MEUKAMEHTO3HA BOIA, IUIAHGT 32 JICYCHIe Tps6Ba na 6b1e npepasrienan.
MenuxamenTossara Bona TpaGea 1a 651 €IHHCTEEHHS H3TOYHMK Ha BOJA 34 ITHCHE.
Menukamenrosrata Bona Moxe f1a ce H3MOM3Ea CaMo B pamxure Ha 24 yaca u TpsGBa a ce MPUroTBA
HETIOCPE/ICTBEHO NPei yIoTpeba, B IeHs Ha BCAKO TPeTHpaHe. Axo Hima KIUHUYHO NOOO6pene To
BPEME Ha JISYCHHETO, TO TPA0Ba A2 6b/Ie IPeKpaTeHo i JHATHO3aTA Aa (e npepasrieaaHa.

BHIUMAHUE:

AKO H3MON3BATE YCTPOIHCTRO 32 AO3UpaHe, ¢ HeN U30ATBaHe yTasBaHETO Ha TIPOJYKTa, A He ce
u3nonsBar mosede ot 5 L npoxyxr wa 100 L Boza.

Hosupamoto ycrpolicTeo qa He ce HacTporiBa rox 2%.

4.10  TIpexosupame (CHMITOMH, CIeIHH MEPKH, AHTUIOTH), AKO € HeOGX0qUuMO

B ciyuait na npenosupare ce Habmonara namaBane IipreMa Ha BOJia, HAMAJIIBAHE OPUPACTa Ha
KHBOTHHTE, NEXUNPATALIAS, aHANEH/ IePHAHATEH OTOK, pEKTaleH TIPOJIATIC, XeMATONIOTHYHHU |
GHOXMMITIHE IPOMEHH B TIAPAMETpHTE. '

4.11 KapenTnu cpoxose

Caure:

Meco u BsTpemnm opranm: 17 aum.
Ilunera: :

Meco u BpTpensu opraru: 3 qum. :
He ce paspemasa ymorpeGara TIpH  [THLH, KOHMTO TIPOM3BEXJAT WIM Ca NpelHASHAYEHH na
TIPOM3BEKAT SHIIA 32 KOHCYMALIFs OT XOpa. :

5. ®APMAKOJIOTAYHH OCOBEHOCTH
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dapmaxoTepariesTuHa rpyma: aHTHOAKTEPHATHY 33 CHCTEMHO TpuokKenue (ampeHuKomny).
Betepunaprome mummncku Anatomo-Tepanesruuen Ko QJOIBA90.
3.1 ®apmaxoamramuunm cBoiicTBa

DnopdeHrKomBT € IIMPOKOCICKThPEH CHHTETHYCH AHTHOHOTHK, AKTHBEH cpenty noseuero I'pau-
nonoxuTensy u I'pam-otprnarenay MHUKPOOPraHU3MH, H3OTUPAHA OT JOMALIHH HKHBOTHIL ‘

bakrepuoctaruaen. BakrepumuaaoTo ISWCTBUE € OKA3aHO i1 Vitro cpeuty Actinobacillus
Dpleuropneumoniae u Pasteurella multocida. In vitro Tectosete TIOKa3Bar, 4e BIopheHnKosn € akTHReH
Cpelly 6aKTepHalHA NATOreHH, Hai-49ecTo HM30JIPAHH B PECTMPATOPHY 3a60/IBAHHS [IPH CBHHETE,
BRIOUHTEIHO Actinobacillus pleuropneumoniae Pasteurella multocida.

5.2 ®apmakoxkuHeTHYHH 0COGEHOCTH

Caune:

Cren MHOTOKpPaTHO HEpOpaHo npunoxenye Ha 15 mg/ kg Tenecua maca/ J€H, B IPOABIDKEHHE Ha 5
HOCTIENOBATEHY IHH, KOHIICHTPAIHATA Ha hropdennxon B muasmara HamasBa oT 4270 mg/ L 1 gac
CIIeN nocnenHus npieM Ha 2240 mg/ L 6 yaca NO-KBCHO, 1 Ha 210 mg/L 24 waca ciex TOCIIETHES

raga:
Crien mbpBoOTO HEpoOpaiHO TpHnarase Ha Gropderuxon ot 42 mg/ kg Terecna maca/ nen B
TIPOJIBJDKEHHUE HA 3 IIOCIeNOBATEITHI THA BbPXY ITULH, Hali-BHCOKATa KOHIEHTpALWMS Ha

‘propdenukon B cepyma (12200 mg/ L) e u3Mepena cirex 30 MuHyTH, a cies ToBa HAMANIIBRA zo 810

mg/ L 8 yaca mo-xncHo. DropdheHUKONBT He MOYKeE 12 OBJIe OTKPUT B cepyma 60 gaca cnen mocienHms
opueM. :
Crien earOKpaTHO HHTpaBeHO3HO Hpuroxenne Ha 54,4 mg dnopdennxon/ kg renecna maca mpur
[ITHLY, KORUSHTPALMATA Ha GOP(HEHUKON B CepyMa € HaMaTa oT 58 500 mg/ L 5 mumyTtn creny
HIDKCKTHpaHe Ha 69 mg/ L 8 uaca cnen TIPHJIOXKEHHETO. [JleceT qaca Cliel HHTPaBEHO3HO TIPHIIOKEHUE,
bropdennkomsT He MoXe 12 Obze OTKpHT B cepyma. BromornunmsT TIOJTyXXHBOT € 37 MHHYTH.
OGembT Ha pasnpeneneue PaBHOBECHO cheTosHHMe € 1387 ml/ kg.

6. PAPMANIEBTUYHHN OCOBEHOCTH

6.1  Coucpk Ha ekcounpeHTHTE

Macrogol 200

6.2  OcHoBHM HechBMecTHMOCTH

He ca ussectnu.

6.3  Cpok na rogaocr

Cpok Ha rofHOCT Ha Kpaiiams BETEPHHAPHOMETAIIMHCKH npoILyKT: 2 roxuHn.
Cpox Ha rofHOCT crie mBpBO OTBAapAHE Ha MbPBUYHATA ONAKOBKA: 28 NHM.
Cpoxk ma TORHOCT ClIeN paspexnaHe B ChOTBETCTBHE C HECTPYKIAHTe: 24 gaca.

6.4. Cpoenuannm ycnosns 3a CbXpaHeHHe HA HPOAYKT
Ha ce cuxpansisa npu TeMmIepatypa mox 25 °C. ‘




J-P TAMSH U

Ha ce nasn or 3ampr3gane.

Ha ce cvxpandsa B opurumanmara OTIaKOBKa.

Ha ce masu nsperunaTa omakopxka ITBTHO 3aTBOpEHa.
Ha ce chxpansga na CYX0 MSACTO.

Ma ce nmasu ot npsika cirpHyery CBETIHHA.

6.5 Bunm cheras na I'bPBAYHATA ONaKOBKA

Byrunxa w/um TyOH OT monmueTHIeH ¢ BHCOKA IUTBTHOCT OT: 100) mlL, 1Lu5L.
He Beuuxn PasMepH Ha onakoBkara Morar na 6b1aT npewIarany wa nasapa.

7.  TPUTEXATEJ HA JIMOEH3A 3A YIIOTPEEA

I'abpodram OO T
7002 Pyce )
Vn.”Anen Bsspamane”16, an.42

. 8. HOMEP HA JIMITEH3A 3A YIIOTPEFA

0022-2769 7 A

9. I[ATA HA I'bPBOTO U3JJABAHE HA JII/]IIEHBA 3A YIIOTPEBA
30/1 1/20 17 ‘ |

10. JTATA HA IIOCIETHATA PEEAKIII/I}I ‘HA TEKCTA

09/2017 r. |

3ABPAHA 3A INPOJAKBA, CHABISIBAHE WA YIOTPEBA

H3ITBJTHHUTEJIE,




